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is international search report lias been prepared by this International Searching Authority and is transmitted to the applici 
licle 18. A copy is being transmitted to the International Bureau, 
is international search report consists of a total of 8 sheets. 

| | It is also accompanied by a copy of each prior art document cited in this report. 



Basis of the report 

With regard to the language, the international search was carried out on the basis of: 
| X | n,e international application in the language in which it was filed. 

| I A translation of the international application into . which is the language of a 

1 1 translation furnished for the purposes of international search (Rules 12.3(a) and 23. 1(b)). 

1 I This international search report has been established taking into account the rectification of an obvious mistake authorized by or 

1 1 notified to this Authority under Rule 91 (Rule 43.6/>u(a)). 

| | With regard to any nucleotide and/or amino acid sequence disclosed in the international application, see Rox No. I. 
| [ Certain claims were found unsearchable (See Box No. II). 
| X | Unity of invention is lacking (See Box No. 111). 
With regard to the title, 

| x | the text is approved as submitted by the applicant. 

| | the text has been established by this Authority to read as follows: 



Willi regard to the abstract, 

[X | the text is approved as submitted by the applicant. 

I I the text has been established, according to Rule 38.2(b). by this Authority as it appears in Box No. IV. The applicant may. within 
one month from the date or mailing of this international search report, submit comments to this Authority. 

>. With regard to the drawings, 
a - the figure of the drawings to be published with the abstract is Figure No. 1 
|X | as suggested by the applicant. 

I | as selected by this Authority, because the applicant Tailed to suggest a figure. 
j | «s selected by this Authority, because this figure better characterizes the invention, 
b. | | none of the figures is to be published with the abstract. 
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Box No. II Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet) 



This international search report has not been established in respect of certain claims under Article 17(2)(a) for the following 

reasons: 

1. [^] Claims Nos.: 

because they relate to subjeci matter not required to be searched by this Authority, namely: 



2. Q Claims Nos.: 



because they relate to parts of the international application that do not comply with the prescribed requirements to such 
an extent that no meaningful international search can be carried out, specifically: 



Q Claims Nos.: - 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a) 



Box No. HI Observations where unity of invention is lacking (Continuation of item 3 of first sheet) 



This International Searching Authority found multiple inventions in this international application, as follows: 
See extra sheet. 



I As all required additional search fees were timely paid by the applicant, this international search report covers all 

searchable claims. 

2. F1 As all searchable claims could be searched without effort justifying additional fees, this Authority did not invite 

payment of additional fees. 

3. [x] As on 'y some of <he required additional search Tees were timely paid by the applicant, this international search report 

covers only those claims for which fees were paid, specifically claims Nos.: 1-5, 11-32, 68-117, 119 and 160, 



[ | No squired additional search fees were timely paid by the applicant. Consequently, this international search report is 
restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 



I | The additional search fees were accompanied by the applicant's protest and, where applicable, 
the pavment of a protest fee. 

□ 

The additional search fees were accompanied by the applicant's protest but the applicable 
protest fee was not paid within the time limit specified in the invitation. 

Q No protest accompanied the payment of additional search fees. 
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Continuation of Box No: III 

There are 13 independent claims and 161 claims in total. It is impossible to exactly determine how many inventions are 
claimed. 

1. Claims 1-5, 11-32 and 160 are directed to an air delivery system. Special technical feature is a partially 
collapsible tube. 

2. Claim 6 is directed to a gas delivery system. Special technical feature is the at leasl two gas passages. 

3. Claim 10 is directed to an air delivery system and stabilizing system. Special technical feature is a rigid 
element to prevent collapse. 

4. Claims 33-37 are directed to an air deliver)' system. Special technical feature is a manifold near the crown of 
the patient. 

5. Claims 38-67 are directed to an air delivery system and stabilizing system. Special technical features are a 
manifold, a pair of tubes and a rigid element. (Combination of features of claims 10 and 33). 

6. Claims 68- 1 1 7 are directed to an interfacing structure. Special technical feature is viscoelastic foam interface. 

7. Claim 1 18 is an omnibus claim relating to claims 1-67. 

8. Claim 1 19 is an omnibus claim relating to claims 68-1 17. 

9. Claims 120- 1 22 are directed to a patient interface. Special technical feature is loops at vector 40° - 80°. 

10. Claims 123-133 are directed to an interfacing structure located at an entrance to the airways. Special technical 
feature is thickness of about 5-50 mm. 

11. Claims 134-139 are directed lo an interfacing structure located at an entrance to the airways. Special technical 
feature is the unskinned surface. 

12. Claims 140-148 are directed to an interfacing structure located at an entrance to the airways. Special technical 
feature is sufficient softness and compliance in a direction normal to patient's face.. 

13. Claims 149-152 arc directed to an interfacing structure located at an entrance to the airways. Special technical 
feature is breathable or permeable material. 

14. Claims 153-1 54 are directed to an interfacing structure located at an entrance to the airways. Special technical 
feature is interface adapted to provide a compressive force. 

1 5. Claims 1 55- 1 56 are directed to an interfacing structure located at an entrance to the airways. Special technical 
feature is a textured surface. 

16. Claims 157-159 are directed to an interfacing structure located at an entrance to the airways. Special technical 
feature is the rale of return. 

Since these groups of claims do not share any of the special technical features identified, a technical relationship 
between the inventions does noi exist. Accordingly the claims do not relate to one invention or to a single inventive 
concept, a priori. ° 

il is considered that because of these distinct features, these inventions could not be searched without involvinu 
significant extra effort. Therefore, extra fees are warranted. 
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A. CLASSIFICATION OF SUBJECT MATTER ■ 

Int. CI. 

A61M 16/00 (2006.01) A61M 16/08 (2006.01) 

According to Inteniational Patent Classification (IPC) or to both national classification and IPC 



- FIELDS SEARCHED 



Minimum documentation searched (classification sj 



n followed by classification .symbols) 



Documentation searched other than minimum documentation to die extent that such documci 



included in the fields searched 



ic data base consulted during the international search {name of data base and, where practicable, search te 



DWPI: IPC A61M 16/- & keywords: (OSA, +PAP, NIPPV, apnea, respirat+, ventilat+, interface, mask, collapse, 
flatten, flex+. tube, duct, hose, lumen., lie, rest, lying, weight, viscoelastic, soft, analastic, pliable, foam, polvether, 
polyurethene) and similar terms. 

Espace: (OSA, +PAP, NIPPV, apnea, ventilat+) and (interface, mask) and (collapse, flatten, flex+) and (tube, duct, 
hose, lumen) and (viscoelastic, analastic,) and (soft, pliable) and (foam, poly+) and similar terms. 
USPTO: (OSA, +PAP, NIPPV, apnea, ventilat+) and (interface, mask) and (collapse, flatten, flex+) and (tube, duct, 
hose, lumen) and (viscoelastic, analastic,) and (soft, pliable) and (foam, poly+) and similar terms. 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 



Citation of document, with indication, where appropriate, of the relevant passages 



US 5538000 (RUDOLPH) 23 July 1996 
Whole document 



WO 2005/099801 Al (RESMED LIMITED) 27 October 2005 
Whole document 



Relevant to 
claim No. 



1-5, 11-32, 



1-5, 11-32, 
160 



0 

Further documents are listed in the continuation of Box C [x] See patent family annex 



Special categories of eiled documents: 
document defining the general state of (he an wl 
not considead to be of particular relevance 



later document published after the international filing date or priority dale an< 
conflict with the application but cited to understand the principle or'theory 



document of particular relevance: the claimed invention cannot be considered novel 
or cannot be considered to involve an inventive step when die document is taken 



nt which may throw doubts on priority claim(s) 
or which is cited to establish the publication date of 
another citation or other special reason (as specified) 
document referring to an oral disclosure, use. exhibition 
or other means 

document published prior to the inteniational filing date 
' "- in the priority dale claimed 



document or particular relevance; the claimed 
involve an inventive step when the document i 
such documents, such combination being obvii 



be considered to 
one or more other 
person skilled in die an 



document member of the s; 



Dale of the actual completion of the international si 

5 November 2007 



Name and mailing address of the ISA/AU 
AUSTRALIAN PATENT OFFICE 
PO BOX 200, WODEN ACf 2606. AUSTRALIA 
E-mail address: pct@ipaustralia.gov.au 
Facsimile No. (02) 6285 3929 



Date of mailing of the international search report 

1 2 OCT 2007 



Authorized officer 
KAREN VIOLANTE 
AUSTRALIAN PATENT OFFICE 
(ISO 9001 Quality Certified Service) 
Telephone No : (02) 6283 7933 
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C (Continuation). DOCUMENTS CONSIDERED TO BE RELEVANT 


Category* 


Cilation of document, with indication, where appropriate, of the relevant passages 


Relevant to 
claim No. 


X 


US 2004/0025885 Al (PAYNE, JR) 12 February 2004 
Figure 1 


160 


A 


WO 1982/003548 A 1 (SOMED PTY LTD) 28 October 1982 
Whole document 


. . 160 


A 


US 2005/0039757 A 1 (WOOD) 24 February 2005 
Whole document 


160 


A 


US 2005/028448 1 A 1 (MEYER ET AL) 29 December 2005 
Whole document 


1-5, 11-32, 
160 


X 


US 6196223 Bl (BELFER ET AL) 6 March 2001 
Whole document 


68-117, 119 


X 


US 2003/0168063 Al (G AMBON E ET AL) 1 1 September 2003 
Whole document 


68-117, 119 


X 


WO 2005/05378 1 A 1 (FISHER & PAYKEL HEALTHCARE LIMITED) 1 6 June 2005 
Whole document 


68-117, 119 . 


X 


DE 30! 1900 A 1 (WARNE SURGICAL PRODUCTS LTD) 23 October 1980 
Whole document 


68-117, 119 


X 


EP 0427474 A2 (SMITHS INDUSTRIES MEDICAL SYSTEMS INC) 15 May 1991 
Whole document 


68-117,119 


X 


WO 2000/020072 Al (RESP1RONICS, INC) 13 April 2000 
Whole document 


68-117, 119 


X 


US 6895965 B2 (SCARBERRY ET AL) 24 May 2005 
Whole document 


68-117, 119 


X 


US 6412487 Bl (GUNARATN AM ET AL) 2 July 2002 
Whole document 


68-117, 119 
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above-mentioned international search report. The Australian Patent Office is in no way liable for these particulars 
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This opinion contains indications relating to the following items: 
[x] Box No. I Basis of the opinion 
| | Box No. II Priority 

| X [ Box No - 111 Non-establishment of opinion with regard to novelty, 
fx] Box No. IV Lack of unity of invention 
[X] 1J ox No. V 

| | Box No. VI 
[ | Box No. VH 
| [ Box No. VIII 
FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will be considered to be a u 

Preliminary Examining Authority ("IPEA") except thai this docs not apply where the applicant chooses ™ ,.,„, , , t 

be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66.1 Wj(b) that written opinions of this International 
Searching Authority will not be so considered. 

If this opinion is, as provided above, considered lo be a written opinion of the IPEA, the applicant is inviled to submit to the IPEA a 
written reply together, where appropriate, with amendments, before the expiration of3 months from the date or mailing of Form 
FCT/ISA^O or before the expiration of 22 months from the priority date, whichever expires later. 
For further options, sec Form PCT/ISA/220. 
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^Bmtten opinion of the Jfc 

INTERI^TONAL SEARCHING AUTHORITY 


International application No. 
PCT/AU2007/OOI051 


Box No. 1 Basis of this opinion 




With regard to the language, this opinion has been established on the basis of: 






|"x"j The international application in the language in which it was filed 






| | A translation of the international application into, , which is the language of a 
translation furnished for the purposes of international search (under Rules 12.3(a) and 23.1(b)). 


2. 


1 1 This opinion has been established taking into account the rectification of an obvious mistake authorized by or notified 
1 — 1 to this Authority under Rule 91 (Rule 436«. 1(a)) 


3. 


With regard to any nucleotide and/or amino acid sequence disclosed in the international application, this opinion has been 
established on the basis of: 




a. type of material 






| | a sequence listing 






| | table(s) related to the sequence listing 






b. format'of material 






| | on paper 






| | in electronic form 






c. time of filing/furnishing 






| | contained in the international application as filed. 






| | filed together with the international application in electronic form. 






[ | furnished subsequently to this Authority for the purposes of search. 




4. 


1 1 ln Edition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been 
filed or furnished, the required statements that the information in the subsequent or additional copies is identical to that 
in the application as filed or does not go beyond the application as filed, as appropriate, were furnished. 


5. 


Additional comments: 
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International application No. 



PCT/AU2007/001051 

Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been examined in respect of: 

| [ the entire international application 

fx] claims Nos: 6-10, 33-67, 118, 120-159, 161 

because: 

| [ the said international application, or the said claim Nos. 

relate to the following subject matter which does not require an international search (specify): 



\ [ the description, claims or drawings (indicate particular elements below) or said claims Nos. 
are so unclear that no meaningful opinion could be formed (specify): 



j — the claims, or said claims Nos. 

are so inadequately supported by the description that no meaningful opinion could be formed (specify): 



f~ no international search report has been established for said claims Nos. 6-10, 33-67, 1 18, 120-159, 161 

| | a meaningful opinion could not be formed without the sequence listing; the applicant did not, within the prescribed time 
limit: 

| | furnish a sequence listing on paper complying with the standard provided for in Annex C of the Administrative 
Instructions, and such listing was not available to the International Searching Authority in a form and manner 
acceptable to it. 

| | furnish a sequence listing in electronic form complying with the standard provided for in Annex C of the 

Administrative Instructions, and such listing was not available to the International Searching Authority in a form 
and manner acceptable to it. 

I | pay the required late furnishing fee for the furnishing or a sequence listing in response to an invitation under 
Rule \3ter. 1(a) or (b). 

| | a meaningful opinion could not be formed without the tables related to the sequence listings; the applicant did not, within 
the prescribed time limit, furnish such tables in electronic form complying with the technical requirements provided for 
in Annex C-bis of the Administrative Instructions, and such tables were not available to the International Searching 
Authority in a form and manner acceptable to it. 

[ | the tables related to the nucleotide and/or amino acid sequence listing, if in electronic form only, do not comply with the 
technical requirements provided for in Annex C-bis of the Administrative Instructions. 

| | See Supplemental Box for further details. 
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Box No. IV Lack of unity of invention 



1 . [x] In response to the invitation (Form PCT/ISA/206) to pay additional fees the applicant has, within the applicable time 

limit: 

[X~| paid additional fees 

| | paid additional fees under protest and, where applicable, the protest fee 
| | paid additional fees under protest but the applicable protest fee was not paid 
[ | not paid additional fees 

2. Q This Authority found that the requirement of unity of invention is not complied with and chose not to invite the 

applicant to pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rule 13.1, 13.2 and 13.3 is 
| | compliedwith 

fx] not complied with for the following reasons: 

There are 13 independent claims and 161 claims in total. It is impossible to exactly determine how many inventions are 
claimed. 

I. Claims 1-5, 11-32 and 160 are directed to an air delivery system. Special technical feature is a partially 
collapsible tube. 

Claim 6 is directed to a gas delivery' system. Special technical feature is the at least two gas passages. 

Claim 10 is directed to an air delivery system and stabilizing system. Special technical feature is a rigid 
element to prevent collapse. 

Claims 33-37 are directed to an air delivery' system. Special technical feature is a manifold near the crown of 
the patient. 

Claims 38-67 arc directed to an air delivery' system and stabilizing system. Special technical features are a 
mani fold, a pair of lubes and a rigid element. (Combination of features of claims 10 and 33). 

6. Claims 68-1 17 are directed to an interfacing structure. Special technical feature is viscoelastic foam interface. 

7. Claim 1 1 8 is an omnibus claim relating to claims 1-67. 
Claim 1 19 is an omnibus claim relating to claims 68-1 17. 

Claims 120-122 are directed to a patient interface. Special technical feature is loops at vector 40° - 80°. 

10. Claims 123-133 are directed to an interfacing structure located at an entrance to the airways. Special technical 
feature is thickness of about 5-50 mm. 

I I. Claims 134-139 are directed to an interfacing structure located at an entrance to the airways. Special technical 
feature is the unskinned surface. 

(Continued in Supplemental sheet) 

4. Consequently, this opinion has been established in respect of the following pans of the international application: 

[ | all pans 

|~X| the parts relating to claims Nos. 1-5, 11-32, 68-117, 119 and 160 
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Supplemental Box 



In case the space in any of the preceding boxes is not sufficient. 
Continuation of: Box No. IV 



12. Claims 140-148 are directed to an interfacing structure located at an entrance to the airways. Special technical 
feature is sufficient softness and compliance in a direction normal to patient's face.. 

13. Claims 149-152 are directed to an interfacing structure located at an entrance to the airways. Special technical 
feature is breathable or permeable material. 

14. Claims 153-154 are directed to an interfacing structure located at an entrance to the airways. Special technical 
feature is interface adapted to provide a compressive force. 

15. Claims 155-156 are directed to an interfacing structure located at an entrance to the airways. Special technical 
feature is a textured surface. 

16. Claims 1 57-159 are directed to an interfacing structure located at an entrance to the airways. Special technical 
feature is the rate of return. 

Since these groups of claims do not share any of the special technical features identified, a technical relationship 
between the inventions does not exist. Accordingly the claims do not relate to one invention or to a single inventive 
concept, a priori. 



It is considered that because of these distinct features, these inventions could not be searched without involving 
significant extra effort. Therefore, extra fees are warranted. 
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1 . Statement 




Novelty (N) Claims 


YES 


Claims 1-5, 11-32, 68-117, 119 and 160 


NO 


inventive step (IS) Claims 


YES 


Claims 1-5, 11-32,68-117, 119 and 160 


NO 


Industrial applicability (IA) Claims 1-5, 11-32,68-117, 119 and 160 


YES 


Claims 


NO 


2. Citations and explanations: 




The following documents identified in the International Search Report have been considered for the purposes of 
this report: • .. 


Dl = US 5538000 D2 = WO 2005/099801 


D3 = US 2004/0025885 


D4 = WO 1 982/003548 D5 = US 2005/0039757 


D6=US 2005/0284481 


D7 = US 6196223 D8 = US 20030168063 


D9 = WO 2005053781 


D10=DE 301 1900 Dl 1 = EP 0427474 


D12 = WO 2000/020072 


D13 = US 6895965 D14 =US 6412487 




NOVELTY: 




Claims 1-5: 




The claimed invention is not novel in light of documents D1-D3. Documents DI-D3 ail disclose an air delivery 
system for providing a supply of air from a source of air at positive pressure to a patient, the air delivery system 
comprising: an interfacing structure located at the entrance to the airways of the patient; and at least one tube 
adapted to deliver the supply of air to the interfacing structure, wherein each tube has at least one open portion 
that is structured to allow movement between ( 1 ) an open phase in which the tube allows the flow of air without 
undue resistance and (2) at least a partially collapsed phase in which the tube is at least partially collapsed to 
restrict or prevent the flow of air, and each tube is structured such that the weight of a typical patient's head 
resting on the tube is sufficient to collapse the tube from the open phase to the at least partially collapsed phase. 


The features defined by the dependent claims 2-4 are also disclosed by document Dl . 


The features defined by the dependent claim 5 is either disclosed explicitly or is known from obvious 
combination(s) of documents D1-D6. 
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Claims 1 1-32: 

The claimed invention is not novel in light of documents D1-D3. Documents D1-D3 all disclose an air delivery' system 
for providing a supply of air from a source of air at positive pressure to an interfacing structure located at the entrance 
to the airways of a patient, the air delivery system comprising:, a manifold adapted to connect with the supply of 
positive air pressure; and at least one tube connected ti the manifold and adapted to deliver the supply of air to the 
interfacing structure, wherein each tube is structured to allow movement between (1) an open phase in which the rube 
allows the passage of air and (2) a collapsed phase in which the tube is collapsed, and each tube is structured such that 
the weight of a typical patient's head against bedding apparel is sufficient to collapse the tube from the open phase to 
the at least partially collapsed phase. 

The features defined by the dependent claims 12-32 are either disclosed explicitly or are known from obvious 
combination(s) of documents D I -D6. 



Claim 68-1 17 and 119: 

The claimed invention is not novel in light of documents D7-D14. Documents D1-D4 all disclose an interfacing 
structure located at an entrance to the airways of a patient comprising a support structure adapted to be coupled to an 
air delivery system that provides a supply of air from a source of air at positive pressure; and an interface provided to 
the support structure, the interface being constructed of soft viscoelastic foam and adapted to contact with surfaces of 
the patient's face and nose in use. 

The features defined by the dependent claims 69-1 1 7 and 1 19 are either disclosed explicitly or are known from obvious 
combination(s) of documents D7-D 14. 



The claimed invention is not novel in light of documents D1-D3. Documents D1-D3 all disclose an air delivery system 
for providing a supply of air from a source of air at positive pressure to a patient, the air delivery system comprising: ar 
interfacing structure located at the entrance to the airways of the patient; and a pair of tubes adapted to extend along a 
respective side of the patient's face and deliver the supply of air to the interfacing structure, wherein each tube has at 
least one portion that is structured to allow movement between (1) an open phase in which the tube allows the flow of 
air without undue resistance and (2) at least a partially collapsed phase in which the tube is at least partially collapsed 
to restrict or prevent the flow of air, and each tube is structured such that it is comfortable to lie on. 



Claim 160: 
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INVENTIVE STEP OS): 
Claims 1-5. 11-32 and 160: 

Because the subject matter of all the claims is totally disclosed by the documents cited under "novelty", the subject 
matter is considered to be obvious in view of those documents. 

Claims 69-1 17 and 119: 

Because the subject matter of all the claims is totally disclosed by the documents cited under "novelty", the subject 
matter is considered to be obvious in view of those documents. 

INDUSTRIAL APPLICATION: 

The claims define subject matter that would be suitable for industrial application. 
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